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DETAILED ACTION 

Response to Arguments 

Applicant's arguments with respect to claims 35-38 and 40-54 have been considered but 
are moot in view of the new ground(s) of rejection. 

Claim Rejections - 35 USC § 112 
The following is a quotation of the first paragraph of 35 U.S.C. 112: 

The specification shall contain a written description of the invention, and of the manner and process of making 
and using it, in such full, clear, concise, and exact terms as to enable any person skilled in the art to which it 
pertains, or with which it is most nearly connected, to make and use the same and shall set forth the best mode 
contemplated by the inventor of carrying out his invention. 

Claims 35, 38 and 40-54 arc rejected under 35 U.S.C. 112, first paragraph, as failing to 
comply with the written description requirement. The claim(s) contains subject matter which 
was not described in the specification in such a way as to reasonably convey to one skilled in the 
relevant art that the inventor(s), at the time the application was filed, had possession of the 
claimed invention. Claims 35 and 45 each recite, "such that at least the third and fourth 
surfaces of the center member are not deformed by the sliding articulating engagement 
between the center member and the first and second members". Support was not found for 
the limitation of "non-deformable or non deformed in the applicants specification. Support was 
found for the center member to be a rigid material, an elastomeric material, or a composite 
material composed of an elastomer with hardened surfaces. It is noted however that the 
embodiment in which applicant is referring to {at least the third and fourth surfaces) is the 
composite embodiment and no support was found for the hardened surfaces to be the rigid 
biocompatible materials and non-deformable. A hardened surface may be the same elastomer 
used for the core, simply cross-linked or a lower water content on the surface (not necessarily the 



Application/Control Number: 10/806,961 
Art Unit: 3738 



Page 3 



"rigid" materials disclosed by applicant, metals, ceramics, etc). Thus the center member having 

at least the third and fourth surfaces of a rigid and non-deformable material is considered new 

matter. Claims 38, 40-44, and 46-54 depend upon claims 35 and 45 and inherit all problems 

associated with the claims. Although applicant supports the center member to be an elastomer 

with harder outer surfaces, support is not provided that the outer surfaces are non-deformable. 

Non-deformable is not an inherent feature of the harder outer surfaces. If the above quoted 

recitation were deleted from the claims, the above claims would seemingly be allowable. 

The following is a quotation of the second paragraph of 35 U.S.C. 112: 

The specification shall conclude with one or more claims particularly pointing out and distinctly claiming the 
subject matter which the applicant regards as his invention. 

Claims 55-56 are rejected under 35 U.S.C. 1 12, second paragraph, as being indefinite for 
failing to particularly point out and distinctly claim the subject matter which applicant regards as 
the invention. 

Claim 55 recites the limitation "the second curve" in line 7. There is insufficient 
antecedent basis for this limitation in the claim. Claim 56 depends upon claim 55 and inherits all 
problems with the claim. 

Claim Rejections - 35 USC §102 

The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that form the 
basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public use or on 
sale in this country, more than one year prior to the date of application for patent in the United States. 

(e) the invention was described in (1) an application for patent, published under section 122(b), by another filed 
in the United States before the invention by the applicant for patent or (2) a patent granted on an application for 
patent by another filed in the United States before the invention by the applicant for patent, except that an 
international application filed under the treaty defined in section 35 1(a) shall have the effects for purposes of this 
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subsection of an application filed in the United States only if the international application designated the United 
States and was published under Article 21(2) of such treaty in the English language. 

Claims 55-56 are rejected under 35 U.S.C. 102(b) as being anticipated by Kubein- 
Meesenburg et al. (US 5,336,267). See figures 3 or 5 and respective portions of the 
specification. Kubein-Meesenburg discloses an implant (capable of placement in a vertebrae) 
comprising a first member (21 or 41) having a first concave surface (23), a second member (22 
or 42) having a second convex projection (24 or 44) having a smaller circular boundary than the 
first concave surface (see fig.3, 5), and a center member (25) having a third surface (26) and 
fourth surface (27) and a motion limiting surface (surface extending between 26 and 27 shown to 
be inclined or tapered), the motion limiting surface spaced from the surface surrounding second 
convex projection (see fig. 3, 5), however when articulated will contact the surface surrounding 
convex projection (will contact bump seen on right side of 22 in fig.3 or bump on left side of 42 
in fig.5). Surface between third and fourth surfaces is shown to be tapered or inclined. 

Claim 55 is rejected under 35 U.S.C. 102(e) as anticipated by or, in the alternative, under 
35 U.S.C. 103(a) as obvious over Rogers et al. (US 2004/0002761 Al, cited in IDS). Rogers 
discloses an intervertebral implant (see fig. 2 lb) comprising a first member (top member of 
fig.21b) having a first concave recess (bottom concavity), a second member (bottom member of 
21b) with a convex projection of a smaller diameter and radius of curvature compared to the first 
recess (seen in fig.21b), a center member (middle member of fig. 2 lb) having a third convex 
surface (upper surface) of a smaller diameter and similar curvature to the first radius (this is seen 
clearly in fig.21b) and a fourth concave surface (bottom concavity of middle member) having a 
smaller diameter than the second surface and a similar curvature (this is seen clearly in fig.21b), 
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and a motion limiting surface (curved rim surface surrounding the concave bottom surface of the 
center member) that is spaced from the second surrounding surface when aligned (orientation 
seen in fig. 2 lb) and contacting the surrounding second surface when articulated (not shown, 
however when center member articulates and tilts with respect to second bottom member, the 
curved rim will contact the second member limiting further tilting). It appears from Rogers 
figures 21a, b, and 22a, 22b, that the articulation surfaces are circular. In other figures such as 
fig.2, 7, and 16 the articulation surfaces are circular so it would seem inherent that they would be 
also for the embodiment of figures 21 and 22. If not inherent from the figures that the 
articulation surfaces are each circular, it would have been obvious to one having ordinary skill in 
the art at the time the invention was made to have circular articulation surfaces, since such would 
have been a mere obvious change in shape. In re Dailey, 357 F.2d 669, 149 USPQ 47 (CCPA 
1966). Circular peripheries of articulation surfaces are well known in the art of intervertebral 
prostheses, see other figures of Rogers, for examples figures 2, 7, and 16. 

Claim Rejections - 35 USC §103 
The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set forth in 
section 102 of this title, if the differences between the subject matter sought to be patented and the prior art are 
such that the subject matter as a whole would have been obvious at the time the invention was made to a person 
having ordinary skill in the art to which said subject matter pertains. Patentability shall not be negatived by the 
manner in which the invention was made. 

Claim 55 is rejected under 35 U.S.C. 103(a) as being unpatentable under Ferree (US 
7,048,764 B2, cited previously). See figure IB and respective portions of the specification. 
Ferree discloses an intervertebral implant (see fig. IB; abstract) comprising a first member (top 
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member of fig. lb) having a first concave recess, a second member (112) with a convex 
projection of a smaller diameter and radius of curvature compared to the first recess, a center 
member (114) having a third convex surface of a smaller diameter (shown to be smaller in 
fig. lb) and similar curvature to the first radius and a fourth concave surface (bottom concavity of 
1 14) having a smaller diameter than the second surface and a similar curvature (see fig. lb), and a 
motion limiting surface (bottom flat surface of 1 14, that surrounds concavity) that is spaced from 
the second surrounding surface when aligned (orientation seen in fig. lb) and contacting the 
surrounding second surface when articulated (not shown, however when center member 1 14 
articulates and tilts with respect to second member 1 12, the flat will contact the second member 
limiting further tilting). Ferree discloses the intervertebral prosthesis substantially as claimed, 
however has not disclosed a circular periphery of the articulating surfaces (no shape is disclosed 
and since no plan top views are provided in the figures, it is unclear what shape the peripheries 
are). It would have been obvious to one having ordinary skill in the art at the time the invention 
was made to have the articulation surfaces with circular peripheries since such would be a mere 
change in shape. In re Dailey, 357 F.2d 669, 149 USPQ 47 (CCPA 1966). Circular peripheries 
are well known in the intervertebral art, see as evidence Buttner-Janz (US 5,556,431). 

Conclusion 

Applicant's amendment necessitated the new ground(s) of rejection presented in this 
Office action. Accordingly, THIS ACTION IS MADE FINAL. See MPEP § 706.07(a). 
Applicant is reminded of the extension of time policy as set forth in 37 CFR 1.136(a). 

A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within TWO 
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MONTHS of the mailing date of this final action and the advisory action is not mailed until after 
the end of the THREE-MONTH shortened statutory period, then the shortened statutory period 
will expire on the date the advisory action is mailed, and any extension fee pursuant to 37 
CFR 1 .136(a) will be calculated from the mailing date of the advisory action. In no event, 
however, will the statutory period for reply expire later than SIX MONTHS from the date of this 
final action. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to CHERYL MILLER whose telephone number is (571)272-4755. 
The examiner can normally be reached on Monday-Friday 7:30am-5:00pm. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Conine McDermott can be reached at 571-272-4754. The fax phone number for the 
organization where this application or proceeding is assigned is 571-273-8300. 
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Information regarding the status of an application may be obtained from the Patent 
Application Information Retrieval (PAIR) system. Status information for published applications 
may be obtained from either Private PAIR or Public PAIR. Status information for unpublished 
applications is available through Private PAIR only. For more information about the PAIR 
system, see http://pair-direct.uspto.gov. Should you have questions on access to the Private PAIR 
system, contact the Electronic Business Center (EBC) at 866-217-9197 (toll-free). If you would 
like assistance from a USPTO Customer Service Representative or access to the automated 
information system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 



/Cheryl Miller/ 
Examiner, Art Unit 3738 

/Conine M McDermott/ 

Supervisory Patent Examiner, Art Unit 3738 



